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Column E Explanation 


Facility Registration Number: 43-R-0009 

Number of animals used in study: 212 (205 were category E) 

Species: Hamsters 


Explain the procedure producing pain and/or distress. 

Propagation of strain 263K scrapie in hamsters provides reagent material utilized in prion 
clearance studies for FDA approved human therapeutics. Scrapie strain 263K is accepted 
as an animal model for human transmissible spongiform encephalopathy and was 
specifically selected for propagation in hamsters. 

To propagate strain 263K hamster scrapie, hamsters were anesthetized and dosed 
(intracerebral) with 0.050 mL of 263K infected hamster brain homogenate. Once clinical 
symptoms have been observed twice over a period of at least 3 days (to ensure a high 
prion titer), then the animal is humanely euthanized and the brain harvested. 

Provide scientific justification why pain and/or distress could not be relieved. 

Hamster number 48 was found dead January 29, 2007. Clinical signs consistent with 
prion infection were observed on January 26, 2007. However, to ensure the scrapie 
prions reach a high titer in the hamster brains, it is necessary to observe clinical 
symptoms twice over a 3-5 day period. The rapid progression to death for this animal 
was unanticipated and inconsistent with the progression of typical prion disease. All of 
the other animals inoculated with prion homogenates did not develop clinical symptoms 
of prion disease until February 23, 2007. 

The remaining animals were euthanized following two positive observations for clinical 
prion symptoms. It is necessary for the animals to exhibit clinical signs for more than 
one day to ensure sufficiently high titers of prion in the brain. Hamsters 1-115 were 
euthanized February 26, 2007 and hamsters 116-212 were euthanized March 1, 2007. 



Column C Explanation 


Facility Registration Number: 43-R-0009 

Number of animals used in study: 68 (30 were category E) 

Species: Rabbit 


Explain the procedure producing pain and/or distress. 

The National Institute of Allergy and Infectious Diseases (NIAID) has identified the 
rabbit as a potential animal model for tularemia infection and testing of vaccine 
candidates for prevention of tularemia. It has been shown to be susceptible to the 
pathogenic challenge organism, and a considerable amount of data supports the 
extrapolation of immunological results from this species to man. Since there is little 
relevant data regarding the virulence of the test article (a live virulent strain of 
Francisella tularensis) in rabbits, it is necessary to determine the MLD/LD50% to 
evaluate the virulence for use in vaccine efficacy and potency testing. Although OECD 
Guideline 425, Acute Oral Toxicity - Up-and-Down Procedure, is frequently 
recommended to replace the conventional LD50, this test is designed to test acute oral 
toxicity of chemicals and is easiest to apply to materials that produce death in less than 
2 days. It is not practical for testing infectious agents, where delayed death (more than 
5 days) may occur. The approach for a conventional LD50 is modified to use a minimum 
number of animals while providing statistically meaningful data. The number of animals 
used was reduced from five per sex per dose concentration to only three females per dose 
concentration for the preliminary study and four females per dose concentration for the 
definitive study. Moribundity with euthanasia is accepted as an endpoint, to minimize 
distress. 

Animals are inoculated (single dose) with virulent organisms at one of three 
concentrations and observed for 2 1 days post dose. Those that become moribund are 
euthanized to prevent further suffering. 


Provide scientific justification why pain and/or distress could not be relieved. 

For a statistically valid test, the majority of the animals dosed with the test article become 
ill and a percentage of the animals must die. The LD50 concentration was determined 
using the Reed and Nuench calculation and mortality data. The use of analgesics or 
anesthetics would have prevented proper interpretation of signs and appropriate 
identification of moribund animals, thereby confounding test results. 



Field Study 


Facility Registration Number: 43-R-0009 

Number of Animals used in Study: 27 (all 27 column C) 

Species: Feline 


The MRI-Kansas City 1ACUC approved a protocol for a field study using domestic house 
cats. The purpose of this study was to compare the ability of different types of fabric to 
collect cat dander. In this study, 27 house cats owned by MRI-Florida employee 
volunteers were used for the study. The owners brought a fabric sample home and 
rubbed them over the cat’s body for a short period of time. The cats remained in their 
normal home environment at all times, and the fabric samples were brought back to MRI 
for analysis. 



